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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )|EI Responsive to communication(s) filed on 11/2/06 & 9/1/10 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-17 is/are pending in the application. 

4a) Of the above claim(s) 9-17 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1^8 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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20 Certified copies of the priority documents have been received in Application No. . 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Note . Claims 1-17 are pending. 
APPLICANT'S INVENTION 

2. Applicant's invention is directed to methods of visualizing a fluorescent protein, 
monitoring tumor growth, monitoring gene expression, and monitoring the progression 
of infection. 

LACK OF UNITY 

3. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1 . 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

Group I , claim(s) 1-8, drawn to a method of visualizing a fluorescent protein 
through the skin of a subject as set forth in independent claim 1 . 

Group II , claim(s) 9-1 1 , drawn to a method of monitoring tumor growth as set 
forth in independent claim 9. 

Group III , claim(s) 12-14, drawn to a method of monitoring gene expression as 
set forth in independent claim 12. 

Group IV , claim(s) 15-17, drawn to a method of monitoring the progression of 
infection in a subject as set forth in independent claim 15. 
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4. The groups of inventions listed above do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features because the invention is directed to multiple 
distinct methods (e.g., the claims are directed to methods of visualizing a fluorescent 
protein, monitoring tumor growth, monitoring gene expression, and monitoring the 
progression of infection). In addition, as indicated below (see the 102 Rejection 
section), Group I does not have special technical feature that is distinguished over the 
prior art. 

5. During a telephone conversation with Ms. Kate Murashige on 8/31/10 a 
provisional election was made with traverse to prosecute the invention of Group I, 
claims 1-8. Affirmation of this election must be made by applicant in replying to this 
Office action. 

6. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(i). 
WITHDRAWN CLAIMS 

7. Claims 9-1 7 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 
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WRITTEN DESCRIPTION REJECTION 

8. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 5-8 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Applicant is reminded that an Inventor is entitled to a patent to protect his work 
only if he/she produces or has possession of something truly new and novel. The 
invention being claimed must be sufficiently concrete so that it can be described for the 
world to appreciate the specific nature of the work that sets it apart from what was 
before. The Inventor must be able to describe the item to be patented with such clarity 
that the Reader is assured that the Inventor actually has possession and knowledge of 
the unique composition that makes it worthy of patent protection. The instant 
application does not sufficiently describe the invention as it relates to what conditions 
must be met to establish whether or not a subject meets Applicant's standards for being 
immunocompromised or syngeneic. In addition, the instant application does not 
sufficiently describe the invention as it relates to what fluorescent proteins expressed by 
infectious agents and what genes being studied are compatible with the instant 
invention. Thus, what the Reader gathers from the instant application is a 
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desire/plan/first step for obtaining a desired result. While the Reader can certainly 
appreciate the desire for achieving a certain end result, establishing goals does not 
necessarily mean that an invention has been adequately described. 

While compliance with the written description requirements must be determined 
on a case-by-case basis, the real issue here is simply whether an adequate description 
is necessary to practice an invention described only in terms of its function and/or based 
on a disclosure wherein a description of the components necessary in order for the 
invention to function are lacking. In order to satisfy the written description requirement, 
the specification must describe every element of the claimed invention in sufficient detail 
so that one of ordinary skill in the art would recognize that the Inventor possessed the 
claimed invention at the time of filing. In other words, the specification should describe 
an invention and does so in sufficient detail that one skilled in the art can clearly 
conclude that the Inventor created what is the claimed. Thus, the written description 
requirement is lacking in the instant invention since the various terms as set forth above 
are not described in a manner to clearly allow persons of ordinary skill in the art to 
recognize that Applicant invented what is being claimed. 
112 SECOND PARAGRAPH REJECTION 

10. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 1 . Claims 5-7 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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The claims as written are ambiguous because it is unclear standards Applicant is 
applying that establishes whether or not a subject meets is immunocompromised or 
syngeneic. In addition, the claims are vague because it is unclear what fluorescent 
proteins expressed by infectious agents and what genes being studied are compatible 
with the instant invention. 
103 REJECTION 

12. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

13. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

14. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 



15. Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Seville (US Patent No. 6,198,107). 

Seville discloses method of viewing fluorophors capable of fluorescing when 
exposed to visible light. Fluorescently stained DNA protein or other biological material 
may be viewed. The system for fluorometric detection include a light emitting source, a 
first optical filter capable of transmitting light from the source at a wavelengths that 
excite the fluorophors, and a second optical filter that is capable of blocking 
substantially all of the light form the source not blocked by the first filter in order that the 
only light reaching the viewer is light generated by fluorescence of the fluorophors (see 
entire document, especially, abstract; Figures 1, 12, 18, and 19; column 2, lines 48-53; 
columns 2-3, bridging paragraph; column 3, line 9; column 27, claim 5; column 28, claim 
1 0). Fluorophors may also an intrinsic part of an organism or substance to be detected 
(e.g., various dyes and pigments found in fungi, fish, bacterial and minerals) [column 3, 
lines 4-15]. In some embodiments, the second filter may be adapted to be placed over 
the human eye (e.g., glasses) [column 4, lines 13-14]. The light source may be any 
suitable source of light capable of illuminating a target site. Possible light sources 
include a handheld light source or a light emitting diode (LED) (column 4, lines 21-22; 
column 10, lines 31-40; column 12, lines 58-65). The fluorescence intensity may be 
used qualitatively to determine the presence or location of a fluorophor or quantitatively 
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to determine the amount of the fluorophor present. In addition, the fluorophor may be 
used indirectly to reveal the presence of a particular species (column 9, lines 22-36). 
Furthermore, the invention of Seville may be used for detection, imaging, quantitative 
and qualitative analysis, of cancer, live animal studies (i.e., observing a genes in 
genetically altered mice), bacterial identification, detection and growth monitoring, 
medical diagnosis (i.e., detection of fungal infection, or analyzing fluorophors in tropical 
fish or other marine species that naturally contain fluorescent pigments (columns 12-13, 
bridging paragraph). 

Thus, both Applicant and Seville disclose a method of visualizing protein in a 
subject comprising applying excitation light using a portable light source with an 
attached first filter and observing emission from the protein through a second filter. 
Hence, the inventions disclose overlapping subject matter. 
SPECIFICATION 

16. The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code. Applicant is required to delete the embedded 
hyperlink and/or other form of browser-executable code. See MPEP § 608.01 . 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D L. Jones whose telephone number is (571)272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:1 5 p.m.. If attempts 
to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
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Michael Hartley can be reached on (571) 272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



ID L. Jones/ 
Primary Examiner 
Art Unit 1618 



September 15, 2010 



